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Final Report 



Data Collection Form 5A 

Subject Initials 5 M 1 r, Subject # I Study No. 03-122085-106 
Page No.’ 

1 
SE- 22-7 

ADVERSEEVENTS 

Symptom I Event Onset Date t&d Date 7: Severity ~~[~~ Outcome Re$on- S!nsi$&te 

FJtT Comment/Note: Initials 

I I . . I 

Note: Seoerity, RG:lationship and Outcome MUST’ be determined by principal inve.stigator. 
Severity: 1 =Mild 2=Moderate 3=Severe 

RelatIonship: I =Definite 2=Probable 3=Possible . 4=Unrelated 

Action Taken: l=None 

! Outcome: 1 =Res&ed w/o 
sequelae 

2=Rx Therapy 3=Discontin_ued Study 4=Other (specify) 
2=Resolved WI sequeiae 3=Ongoing 

(describe) 
4=Death 

"Serious Adverse Event/Experience 



Data Collecti& Form 5A 

Subject initials Mb6 Subject # 3 . Study No. 03-122085-106 
Page No.’ 3?L- 2% 

i ADVERSEEVENTS' . 

Symptom 1 Event 
. . 

1 
Onset Date End Date ‘$G Severity yatzi 

, , . 

- 

I I I 

Symptom I Event Onset Date knd Date !$ Severity $~~~ Outcome ReEon- Investigator Signature/Date 

Entry c 
Date omment/Note: Initials 

Note: Severity, Re’lationship and Outcome MUST be determined by principal investigator. 
seversty: 1 =Mild 2=Moderate 3=Severe 

Relationship: 1 =Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: ?=None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

) Outcome: 1 =Resolved w/v 2=Resolved W/ sequelae +Ongoing 4=Death 
sequelae (describe) 

%eri&s Adverse Event/Experience 



. . 

Data Collection Form 5A 

Subject Initials l-El3 Subject # 4 

) 
ADVERSEEVENTS 

Study No. 03-I 22085106 
Page No.’ ,m 

s-- !a4 
1 

Symptom I Event Onset Date End Date Y,N SAE Severity Actio 
Take 

J t I I! I p-;r 

n 
n lOutcome JRejjah:ionJ 

I FJtz ~ComrnentNote: 

. . 

. . 

Note: Severity, Relationship and Outcome MUST be determined by principal investigator. 
Sbverity: 1 =Mild 2=Moderate 3=Severe 

. ‘Relationship: 1 =Definite 2=Prob&ble 3=Possible 4=Unrelated 

Action Taken: l=None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

outcome: 1 1 =Resolved w/o 2=Resolved wt , sequelae 3=Ongoing 4=Death 
sequelae (describe) 

'Serious Adverse~E~ent/Experienci 



Data Collection Form 5A 

Subject Initials L m P Subject # 6 Study No. 03-I 22085-I 06 
Page No.’ 3F-255 

1 . . ADVERSEEVENTS 

. 

Note: Seierity, Re’lationship and Outcome MUST be determined by principal investigator. 
Severity: 1 =Mild 2=Moderate 3=Severe 

Relatidnship! 1 =Definite 2=Probable 3=Pos&ible 4=Unreiated 

Action Taken: 1 =None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

Outcome: I =Resolved w/o 2=Resolved W/ sequelae +Ongoing 4=Death 
sequelae (describe) 

?serious Adverse Evint/Experience 



Data Collection Form 5A 

Subject Initials /gLG Subject # 12 Study No. 03-122085-'IO8 
Page No.’ x- 786 

c ! 
'ADVERSEEVENTS 

I Onset Date End Date I I I ‘$z’ Sever 

L 

Svmatam I Event 

I I , I I 

Note: Seierity, R&%onship and Outcome MUST be determined by principal inve.stigator. 
Severity: 1 =Mild 2=Moderate 3=Severe 

Relationship: l=Definite ‘l=Probabte 3=Possible . 4=Unrelated 

Action Taken: l=None 2=Rx Therapy ._ 3=Discontinued Study 4=Other (specify) 

! Out&me: 1 =Resolved w/o 
sequelae 

2=Resolved W/ sequetae 3=Ongoing 
(describe) 

4=Death 

'Serious Adverse Event/$xperiench 

. 



Data Collectibn Form 5A 

Subject Initials Subject # / F, Study No. 03-122085-106 
Page No.’ x- .302 

1 ADVE~EEVENTS 

Symptom I Event 
1 

Onset Date End Date ‘4: Severity Action 
Taken 

I Entb’ ~ComrnentlNote: l-t-+- 1 Initials I 

.I I I 

Note: Severity, Re’lationship and Outcome MUST be determined by, principal investi.gator. 
Severity: 1 =Mild 2=Moderate 3=Severe 

Relationship: 1 =Definite 2=Probable 3=Possible 4=Unreiated 

Action Taken: l=None 2=Rx Therapy .3=Disconti?ued Study 4=Other (specify) 

t  

Outcome: I =Resolved wlo 
sequelae 

2=Resolved WI sequelae +ohg$ng 
(describe) . 

4=Death 

‘S.eri.ous Advirse Event/Experience 



Data Collection Form SA 

Subject Initials \/1-d Subject # 1% . ’ Study No. 03-122085-106 
Page No.’ 3pz- 3 1% 

ADVERSEEYENTS 

Symptom I Event Onset D&i End Date !$$ Severity $z: Outcome R 
I 

Q wm N \ 

\ E,“g \CornmentINote: I Initials 

Symptom I Event Onset Date l&d Date SyqNE’ Severity $z: Outcome Re$on- ‘nvestigator Signature/Date 

FJtz Comment/Note: Initials 

I I I . 

Note: Severity, Rtilationship and Outcome MUST be determined by principal investigator. 
Severity: 1 =Mild 2=Moderate 3=Severe 

Relationship: 1 =Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: l=None 

i Outcome: l=Resolved w/o 
sequelae 

.2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

2=Resolved W/ sequelae 3=0ngoing 
(describe) 

4=Death 

'Serious Adverse Event/Experience 



Data Collectiim Form 5A 

Subject Initials G&q Subject# xy. Study No. 03-I 22085-I 06 
Page No.’ x- 349 

ADVERSE EVENTS 

Symptom I Event Onset Date Ehd Date !$ Severity EEt: Outcome Regon- Investigator ’ 
Signature/Date 

Fit: domment/Note: Initials 

Note: Severity, Re’lationship and Outcome MUST be determined by principal investigator. 
Severity: ? =Mild 2=Moderate 3=Severe 

Relationship: ?=Definite 2=Probable 3=Possible 4=Unrelated 

ActiomTaken:, l=None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

1 Outcome: 1 =Resolved w/o 2FResolyed WI sequelae 3zOngoing -4=Death 
sequelae (de8cribe) 

'Serious Adverse.Event/Experience 



Data Collect&m Form 5A . 

Subject Initials AR& Subject # g$f . Study No. ~1220838~06 
Page No.’ - 

1 ADVERSEEVENTS 

Symptom I Event 

Faz CommenVNote: 

Onset Date end Date !$ Severity !$$ Outcome IRexon- ‘nvestigator Signature/Date 

I 
Initials . . 

Note: Severity, Re’lationship and Outcome MUST be determined by principal investigator. 
Severity: I =Mild 2=Moderate 3=Severe 

Relationship: 1 =Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: l=None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

1 Outcome: 1 =Resolved w/o 2=Resolved WI sequelae +Ongoing 4=Death 
sequelae (describe) 

&WGFLYQ 
%erions Adverse Event/Experie Ce 



. 
Data Collection Form SA 

Subject initials c ql w r Subject# 3,) ‘,. 
1 

j AD’VERSEEViNB 

Study No. 03-I 22085-I 06 
Page No.’ x- 387 

m 
!n 

10utcome(Re~on-) investigator-pad 
P Signature/pate 

v 

! 

Symptom I Event 

Eaz Comment/Note: 

1 Action Onset Date End Date “y4: Severity Taken 
Outcome Rexon- Investigator 

P SigrjaturelDate 

Initials 

Note: Severity, Re’lationship and Outcome MUST be determined by principal investigator. 
Severity: ‘l =Mild 2=Moderate 3=Severe 

Relationship: ?=Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: ?=None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

Outcome: ? =Resolved w/o 
! 

2=Resolved W/ sequelae +o)ngoing 4=Death 
sequelae (describe) 

%erious Adverse Event/Experience 



Data Collection Form 5A 

Subject Initials \ 5 W&A , Subject$~ ‘Study No Page No., 03-~2008;10~ 

ADVE~EEVENTS 

Symptom I Event Onset Date End Date “4: Severity yi:t Outcome Relation- Investigator 
ship Signature/Date 

:a: Comment/Note: initials 

I I I 

Symptom I Event 
Onset Date i&d Date FF Severity !$~~ Outcome Re$fQn- ‘nvestigator 1 Signature/Date 

Faz Comment/Note: Initials 

I I I . 

Note: Severity, FMationship and Outcome MUST be determined by principal investigator. 
Severity: 1 =Mild 2=Moderate 3=Severe 

Relationship: l=Definite 2=Probable 3=Possible rl=Unrelated 

Action Taken: It-None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

I Outcome: l=Resolved w/o ‘?=Resolved W/ sequelae +ongoing 4=Death 
sequelae (describe) 

%erious Advke Event/Experience : 



Data Collection Form 5A 

Subject initials IyTQ Subject # 35 Study No. 03-122085-106 
Page No.’ 

! ADVERSEEVENTS 

Symptom I Event 

FJtz Comment/Note: 

‘I 

Onset Date End Date YIN SAE Severity $$zi Outcome Rezon- !nvestigator 
P SlgnaturelDate 

initials 

Note: Se&x@!, Relationship and Outcome MUST be determined by principal in.vestigator. 
Severity: 1 =Mild 2=Moderate 3=Severe 

Relationship: l=Definite 2=Probable . 3=Possible 4=Unrelated 

Action Taken: ?=None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

1 Outcome: 1 =Resolved w/o 2=Resolved wl sequelae +ongoing 4=Death 
sequelae (describe) 

%3etious Adverse Event/Experience 

. . 



Data Collection Form 5A 

Subject Initials N A p Subject # 3 7 . Study No. 03-122085-106 
Page. No.’ s- 4w 

J 
ADVERSEEVENTS 

Symptom I Event 
Onset Date E’nd Date ‘,$ Severity ~~~~~ Outcome Reg?n- !nvestigator 

StgnaturelDate 

Entry c 
Date ommentlNote: Initials 

I 

Note: Seoerity, RGlationship and Outcome MUST be determitied by principal inve,stigator. 
Severity: I =Mitd 2=Moderate 3=Severe 

Relationship: 1 =Definite 2=Probabie 3=Possible 4=Unrelated 

Action Taken: I =None, 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

Outcome: 1 =Resolved w/o 2=Resolved ~1 sequelae 3=Ongoing 
sequelae (describe) 

4=Death 

'Serious Adverse Event/Experience 



Data Collection Form 5A 

Subject initials 3%. 8.G R Subject# Study No. 03-122085-106 
Page No.’ s- a/o 

ADVERSEEVENTS 

Symptom I Event, 

Fit: CommenVNote: 

Onse; Daiei E’nd Date 7: Severity $z: Outcome Rexon* ‘nvestigator SlgnaturelDate 

I 
Initials 

Note: Seierity, Re’lationship and Outcome MUST be determined by principal inve.stigator. 
Severity: l=Mild 2=Moderate 3=Severe 

t Relationship: 1 =Deftnite 2=Probable 3=Possible 4=Unrelated 

.Action Taken: l=None 2&x Therapy. 3=Discontinued Study 4=Other (specify) 

1 Outcome: 1 =Resolved w/o 2=Resolved W/ sequelae 3zOngoing 4=Death 
sequelae (describe) . 

“‘Lgq.a,~LzJl ‘,. TSerious Adverse.Event xpert 

: 



Data Collection Form 5A 

Subject Initials Study No. 03-122085-106 
Page No.’ z4 43’1 

I ADVERSEEVENTS 

Outcome F 
rhin 1 St - 

kelation-( Investigator I ‘L 
f$ Severity 

. 

Note: Se’irerity, Re’lationship and Outcome MUST be determined by principal inve,stigator. 
Severity: I sMiid 2=Moderate 3=Severe 

Relationship: 1 =Definite 2=Probable 3=Pcssible 4=Unrelated 

A&ion Taken: l’=None ,27Fx Therapy 3=Discontinued Study 4=Othei (specify) 
I 
i Outcotie: 1 =Resolved w/o 2=Resolved W/ sequetae .3=Ongoing 4=Death 

sequelae (describe) 

'Serious pdvekse Event/Experience 



. 

h Data Collection Form SA 

Subject In’itials y> f? /( /3 Subject# Study No. 03-122085-106 
Page No.’ -ID cf56 

ADVERSEEVENTS 

P. .--I ~~~ T Onset Date End Date I ~~ I 

I I 
v- 

Symptom I Eveni 
Onset Date End Date ?$ Severity $z: Outcome Regin- investigator SignaturelDate 

FJtz Comment/Note: initials 

j\ 

1 

I I I 

Note: Severity, Retlationship and Outcome MUST be determined by principal investigator. 
Severity: I =Mild 2=Moderate 3=Severe 

RelatIonship: 1 =Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: I FNone . 2=Rx Therapy 3=Dbcontinued Study 4=Other (specify) 

I Outcome: I =Resolved wlo 2=Resoived WI sequelae 3zzOngoing 4=Death 
sequelae (describe) 

'Serious Adverse Event/Experience 



Data Collection Form 5A 

Subject Initials Subject # w _ 

ADVERSEEVENTS 

Study No. 03-I 22085-I 06 
Page No.’ pls- %G 

I.- 

. 

Note: SeGerity, Re’lationship and Outcome MUST be determined by principal investigator. 
Severity: I =Mild 2=Moderate 3=Severe 

Relationship: I =Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: I =None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

) Outcome: I =Resolved wlo 
sequelae 

2=Resolved WI sequeiae +ongo\ng 
(describe) 

4=Death 

%erious Adverse Event/Experience 



Data Collection Form !?A 

Subject initials Subject# 44 . I&+?& Study No. 03-122085-106 
Page No.’ .x- g&2 

1 ADVERSEEVENTS 

Note: Severity, Re’lationship and Outcome MUST be determined by principal investigator. 
Severity: l=Mild 2=Moderate 3=Severe 

Relationship: ? =Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: l=None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

i Outcome: 1 =Resolved w/o 
sequelae 

'Serious Adverse Event/Experience 

2=Resolved W/ sequelae 3=Ongoing 
(describe) 

4=Death 



Data Collection Form 5A 

Subject Initials 7”(+ Subject # &. Study No. 03-122085-106 
Page No.’ 3l!lz- 433 

1 
ADVERSE EVENTS 

I I I t 

I I 
. I 

Note: Seierity, RGlationship and Outcome MUST be determined by principat inve.stigator. 
Severity: 1 =Mild 2=Moderate 3=Severe 

Relationship: 1 =Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: I =None 2=Rx Therapy 3=Discontinued Study 4FOther (specify! 

: Outcome: I =Resolved w/o 2=Resolved W/ sequelae 3=Ongoing 4=Death 
sequelae (describe) 

‘serious~~dvefse Event/Experience 



Data Collectibn Form 5A 

Subject Initials Subject # d . WT’ Study No. 03-122085-406 
Page No.’ =-3- 

ADVERSEEVENTS 

Symptom I Event 
I I 

Onset Oat: End Date’ !f$ Severity Elzi I ““C~“I,IT I ship I Stgnature/_Date 
,7%?,, J 7he1_,r t t I u 

I ’ / I 

1 1 Action 
Symptom I Event Onset Date End Date “y4: Severity Taken 

Outcome Rek$on- Investigator 
P Signature/Date 

En@’ Comment/Note: Date 
Initials 

c . . 

Note: Se&rity, R6lationship and Outcome ’ MUST be determined by principal investigator. 
Severity: 1 =Mild 2=Moderate 3=Severe 

Relationship: 1 =DefInite 2=Probable 3=Possible rl=Unrelated 

Action Taken: l=None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

i Outcome: 1 =Resolved w/o 2=Resolved W/ s’equelae 3zongoing 4=Death 
sequelae (describe) 

'Serious Adverse Ev&xt/Experience 



Data Collectibn Form 5A 

Subject Initials LDr Subject # 5s: Study No. 03-I 22085-j 06 
Page No.’ s- Slct4, 

I ADVERSEEVENTS 

Symptom I Event Onset Date l&d Date Ez Severity 2:: Outcome Re$on-l investigator Signature/Date 

Fit: Comment/Note: Initials 

I I I . 

I 
I I 

Note: Severity, RGlationship and Outcome MUST.be determined by principal investigator.. 
Severity: 1 =Mild 2=Moderate 3=Sevefe 

Relatldnship: 1 =Definite 2=Probable 3=Possibte 4=Unrelated 

Action Taken: l=None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

1 Outcome: l=Resolved w/o 2=Resoived WI sequelae 3zOngoing 4=Death 
sequelae (describe) 

‘Serious Adverse Event/Experience 



. . . Data Collectibn Form 5A 

Subject Initials /qw- Subject# . &&. . Study No. 03-122085-106 
Page No.’ x- SZL(s_ 

I 
ADVE3XSEEVENTS 

I I I 

Symptom I Event Onset Date end Date !$ .Severity !$zi Outcome Regon- $~~~~&rte 
. 

Fit! Comment/Note: lnitiais 

. 

Note: Se<erity, R&lationship and Outcome MUST.be determined by principal investigator, 
Severity: I =Mild 2=Moderate .SySeveie 

Relatidnship: ?FDefinite P=Probabie 3=Possible 4=Unrelated 

Action Taken: l--None 2=Rx Therapy 3=Disccmtinued Study 4=Other (specify) 

i Outcome: 1 =Resolved wlo sequelae 3zongoing 4=Death 

. . 



Data Collection Form 5A 

Subject Initials -t-G Subjectk 57 . Study No. 03-'I22085106 
Page No.’ z-53 0 

1 
ADVERSEEVENTS 

Symptom I Event 

1 Action Onset Date End Date ‘4: Severity Taken 
Outcome Regon- Investigator 

P Signature/Date 

Entry c 
Date ommentblote: . Initials 

Note: Seierity, Re’lationship and Outcome MUST be determined by principal inve.stigator. 
.Severity: 1 =Mild 2=Moderate 3=Severe 

Relationship: 1 =Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: 1 =None 2=Rx Therapy 3=Di$continued Study 4=Other (specify) 

1 Outcome: I =Resolved w/o 
sequelae 1 

2=Resolved ~1 sequelae 3=Ongoing 
(describe) . 

4=Death 

%ejcious-ZVJverse Evenf/Experien& 



Data Collection Form 5A . 

Subject initials Subject #. 40 I Study No. 03-122085-106 
Page No.’ x- 5% 

i 
AIWERSEEVENTS 

1 I I . lcadl lPnis+inn-I 1 

I 
I , 

I 
Note: Severity, Re’lationship and Outcome MUST be determined by principal investigator. 
Severity: l=Mild 2=Moderate 3=Severe 
Relationship: 1 =Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: l=None 2=Rx Therapy 3=Discontinued.Study 4=Other (specify) 

j j Outcome: ? =Resolved wlo 2=Resolved W/ sequelae +ongoing 4=Death 
sequetae (describe) 

%erious Adverse Event/Experience 



Data Collectiba Form 5A 

Subject Initials . r Subject # I I!) / . 

ADVERSEEVENTS 

study No. 03-I 22085-I 06 
Page No.’ z- 5’52 

atlad Investlaatar 1 

A Symptom / Event 
t iI *A- 

Note: Severity, R&lationship and Outcome MUST be determined by principal investigator. 
Severity: I =Mild 2=Moderate 3=Severe 

Relationship: 1 =Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: 1 =None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

x ) Outcome: 1 =Resolved w/o 
sequelae 

2=Resolved W/ sequelae +ongoing 
(describe) 

4=Death 

'Serious idverse Event/Experience 



Data Collection Form 5A 

Subject Initials && ,fi Subject# (;; y . Study No. 03-122085-106 
Page No.’ XL G&53 

ADVERSEEVENTS 

Note: Sekity, RGiationship and Outcome MUST be determined by principal investigator. 
Severity: l=Mild 2=Moderate 3=Severe 

Relationship: ?=Definite 2=Probable ?I=Possible 4=Unrelated 

Action Taken: l=Nme 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

1 Outcome: 1 =Resolveb w/o 2=Resolved W/ sequelae +Ongoing 4=Death 
sequelae (describe) ‘I 

'Serious Adverse E<ent/Experi&ce 



Data Collection Form 5A 

Subject Initials pmf Subject # 70 

ADVERSEEVENTS 

Study No. 03-122085-I 06 
Page No.’ le- 

I Onset Date/ End Dafe I?$’ 1 Sever& 1 Zelatlon-\ knvestlgatot 1 

\ 1 

Symptom / Event Onset Date End Date YIN sAE Severity Action 
Taken 

Outcome Regyon- Investigator 
P Signature/Date 

Fax Comment/Note: Initials 

I 1. I * 

Note: Se<erity, Rdlationship and Outcome MUST be determined by principal inve.stigator. 
Severity: 1 =Mild 2kModerate 3=Severe 

Relationship: l=Definite ‘L=Probable 3=Possible 4=Unrelated 

Action Taken: l=None 

1 Outcome: 1 =Resolved w/o 
sequelae 

2=Rx Thefapy 3=Discontinued Study 

2=Re&olved W/ sequelae +Ongoing 
(describe) 

4=Other (specify) 

4=Death 



Data Collection Form 5A 

Subject Initials Subject# ‘T/ . TTF 

ADVERSEEVXNTS 

Study No. 03-122085-106 
Page No.’ z- loo5 

Note: Seierity, Rglationship and Outcome MUST be determined by principal inve,stigator. 
Severity: 1 =Mild 2=Moderate 3=Severe 

Relationship: l=Definite 
A&ion Taken: 4=None 

i Outcome: ?=Resolved wlo 2=R&olved ~1 sequelae 3=0ngoing 
sequelae (describe) 

2yProbable 

2=Rx Therapy 

3=Possible 4=U nrelated 

3=Discontinued Study 4=Other (specify) 

4=Death 

'S&ous Adverse Event/Experience 



Data Collection Form 5A 

Subject Initials Subject# 72 &f 5 Study No. 03-122085-I 06 
Page Nb.’ spjc- /b ?I 

I ADVERS~EEVENTS 

.A---- IRelation-\ lnvestibator 1 

Symptom I Event 

Entry c 
Date omment/Note: 

‘6 
1 

Onset Date End Date Action 
‘sverity Taken 

Outcome Regon- Investigator 1 
P Signature/Date 

I 
? . 

initials 

Note: Seoerity, Rtilationship and Outcome MUST be determined by principal investigator. 
Severity: 1 =Mild Z=Moderate 3=Severe 

Relationship: 1 =Definite 2=Probable 3=Possible 4=Unrelated 

Action’laken: 1 =None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

) Outcome: 1 =Resolved w/o 
sequelae 

Z=Resolved w/ sequelae 3zOwoing 
(describe) 

4=Death 

'Serious Adverse Event/Experience . 



Data Collection Form $A 

‘1 
ADVERSE EVENTS 

I Symptom I Event /Onset Date 1 End 

Note: Seierity, Re’lationship and Outcome MUST be determined by principal inve.stigat6r. 
Severity: 1 =Mild S=Moderate 3=Severe 
Relationship: 1 =Definite 2=Probable 3=Possible . 4=Unrelated 

Action Taken: 1 =None 2yRxTherapy _ 3=Discontinued Study 4=Other (specify) 

f Outcome: I=Resolved w/o 
sequelae 

2=Resolved WI sequelae +Ongoing 
(describe) 

4=Death 

%erious Adverse Event/Experience 



Data Collection Form 5A 

Subject initials E3-p) Subject # 7 ? 

AbERSEEVENTS 

Symptom i Event 
Onset Date End Da’ 

I , 

Study No. 03-122085-106 
Page No.’ s- 6% 

Note: Seierity, Re’lationship and Outcome MUST be determined by principal investigator. 
Severity: I =Mild 2=Moderate 3=Severe 

Relationship: I ‘l=Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: l=None 2=Rx Therapy 3=Discontinued Study’ 4=Other (specify) 

) Outcome: 1 =Resolved w/o 
sequelae 

2=Resolved W/ sequelae 3=Ongoing 
(describe) 

4=Death 

'Serious Adverse Event/Experience 



Data Collection Form 5A 

Subject Initials it EL!+ Subject # $‘6 . Study No. 03-122085-106 
Page No.’ z- 4&q 

! 
ADVERSE EVENTS 

. 
Symptom I Event 

Fit: Comment/Note: 

I 

Onse’t Date End Date ‘4: Severity $$iz: Outcome Rezon’ ‘nvestigator Signature/Date 

Initials 

1 

Note: Secerity, Re’iationship and Outcome MUST be determined by principal inve.stigator. 
Severity: 1 =Mild 2=Moderate 3=Severe 

Relationship: I =Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: ?=Ndne 2=Rx Therapy 3=Discontinued. Study 4=Other (specify) 

f Outcome: ? =Resolved wlo 
sequelae 

2=Resolved WI sequelad 3=0ngoing 
(describe) 

4=Death 

'Serious Adverse Ev(mt/Experi.ence 



Data Collection Form 5A 

Subject Initials sfe Subject # c62 Study No. 03-I 22085106 
Page No.’ s- In65 

’ I 
ADVERSEEVENTS 

I Symptom I Event Onset Date End Date 
Y. 

I 

c I 

’ i 

Note: SeGerity, Re’lationship and Outcome MUST be determined by principal inve.stigator. 
Severity: l=Mild 2=Moderate 3=Severe 

Relatiqnship: A =Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: l=None 2=Rx Therapy 3=5iscontinued Study 4=Other (specify) 

1 Outcome: ‘l=Resolved wlo 
sequelae 

2=Resolved W/ sequelae +,ongoing ’ 4=Death 
(describe) 

'Serious Adverse Event/Experience 



’ Data Collection Form 5A 

Subject Initials Subject# ??? @! \ fi‘ v,. Study No. 03-122085-106 
Page No.’ pC- 70 I 

/ i 
ADVERSEEVENTS 

I I I ” 

Note: S&eriiy; Rklationship and Outcome MUST be determined by principal investigator. 
Severity: 1 =Mild 2=Moderate 3=Severe 

Relationship: 1 =Definite 

Action Taken: l=None . . 

I Outcome: .? =Resolved wlo 
sequelae 

2=Probable 

2=Rx Therapy 3=Discontinued Study 

3=Possible rl=Unrelated 

2=Resofved W/ sequelae, 3=0ngoing 
(describe) 

p=Other (specify) 

4=Death 

%ierious.Adverse Event/Experience 


